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DETAILED ACTION 

Receipt of Amendments/Remarks filed on February 8 2008 is acknowledged. 
Claims 3 and 16 were cancelled. Claims 1, 14 and 17 were amended. Claims 1-2, 4- 
15, and 17-27 are pending. Claims 12 and 25 are withdrawn as being directed to a non- 
elected invention. Claims 1-2, 4-1 1 , 13-15, 17-24, and 26-27 are directed to the elected 
invention. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on February 8 2008 was 
considered by the examiner. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The rejection of claims 1, 14, 16 and 24 under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention is withdrawn in light of Applicant's 
amendments filed on February 8 2008. 

However, the rejection of claim 1 under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention is maintained . Specifically claim recites that 
the first and second polymer "includes". Since these polymers are chemical structures, 
such as an AB block copolymer, the incorporation of the phrase "includes" is indefinite 
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because it is unclear what else constitutes the AB block copolymer. Are other 
monomers included in this chemical structure? Applicant has argued that the term 
"include" is a common transition term to introduce features. While this is true, this is 
usually associated with compositions. However, in the instant case the "includes" is 
referring to a specific chemical structure therefore this term causes the resulting claim to 
be indefinite. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue, 
and resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-2, 4-11, 13-15, 17-24, and 26-27 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Castro et al. (US Patent No. 6395326). 

Applicant Claims 

A medical article comprising a medical substrate and a coating deposited on the 
substrate. The medical article is a stent, graft, or stent-graft. The coating comprises a 
first polymer and a second polymer. The first polymer is poly(ethyleneglycol)-block-co- 
poly(caprolactone). The second polymer is poly(caprolactone). The medical article 
additionally includes a therapeutic substance. 

A medical article comprising a biologically degradable AB block copolymer and a 
biologically degradable polymer. The medical article is a stent, graft, or a stent graft. 
The biologically degradable AB block copolymer is poly(ethyleneglycol)-block-co- 
poly(caprolactone). The biologically degradable polymer is poly(caprolactone). The 
article additionally includes a therapeutic agent mixed, bonded, conjugated, linked or 
blended with the block copolymer and/or the polymer. 

A method of treating a disorder in a human comprising implanting in the human a 
medical article defined above wherein the disorder is selected from the group consisting 
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of atherosclerosis, thrombosis, restenosis, hemorrhage, vascular dissection or 
perforation, vascular aneurysm, vulnerable plaque, chronic total occlusion, claudication, 
anastomotic proliferation for vein and artificial grafts, bile duct obstruction, ureter 
obstruction, tumor obstruction, and combinations thereof. 

The polymers are capable at equilibrium and at room temperature of absorbing 
less than 5 mass % water. 

Determination of the Scope and Content of the Prior Art 
(MPEP §2141.01) 

Castro et al. is directed to a patterned coating on a prosthesis, for example a 
stent (abstract). The prosthesis is coated with a composition (column 2, lines 65-66). 
A therapeutic substance or combinations of substances are included in the composition 
(column 3, lines 9-1 1 ). The polymers listed as being suitable are those that are 
biocompatible and include polycaprolactone (PCL), PCL-co-PEG, and combinations 
thereof (column 12, lines 46-67). The form of the polymers include block (column 12, 
line 33). The therapeutic substance or substances are dispersed in the composition of 
the polymer (column 13, lines 22-23). 

The stent of the invention of Castro et al. is useful for a variety of medical 
procedures including the treatment of obstructions caused by tumors (column 21, lines 
7-16). 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 

Castro et al. does not specify using a combination of polycaprolactone and PCL- 
co-PEG. 
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Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in the art to pursue known 
options within his or her technical grasp, specifically the polymers listed in Castro et al. 
as being suitable for coating a stent, resulting in the practice of the instant application 
with a reasonable expectation of success. 

All of the claimed polymers were known in Castro et al. It would have been 
obvious to one of ordinary skill in the art to vary the types of polymers used to optimize 
the coating, resulting in the practice of the instant application with a reasonable 
expectation of success. 

With regard to the functional limitation pertaining to absorbing less than 5 mass 
% water, Castro et al. discloses the same claimed polymers. Note MPEP 21 12.02 (1 1): 
"Products of identical chemical composition can not have mutually exclusive properties." 
A chemical composition and its properties are inseparable. Therefore, if the prior art 
teaches the identical chemical structure, the properties applicant discloses and/or 
claims are necessarily present. In re Spada, 911 F.2d 705,709, 15 USPQ2d 1655, 1658 
(Fed. Cir. 1990). 

With regard to the limitation that the block copolymer be an AB block copolymer. 
Since the copolymer listed is PCL-co-PEG, this indicates the structure of the polymer is 
that of AB form, a polymer of caprolactone connected to a polymer of ethylene glycol. 
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Response to Arguments 

Applicant argues that Castro does not require the composition to include an AB 
block copolymer capable of absorbing about 5% or more water by mass of the AB 
block-copolymer nor does Castro require a second polymer include less than 5% water 
by mass. Applicant argues that the limitation of such a polymer having a water 
absorbing capacity of 5% or more by mass of the polymer would require the polymer to 
have an appropriate ratio of PCL block to the PEG block. 

Applicant's arguments filed February 8 2008 have been fully considered but they 
are not persuasive. Claim 1 as currently written claims that the AB block-copolymer is 
capable of absorbing water. Capable means that it has the ability to absorb the water; 
it does not necessarily have to absorb water. Additionally Applicant's have argued that 
it is the ratio of PCL to PEG that results in the ability to absorb water. Instant claim 10 
indicates that m, n, I, K, r are positive integers. A positive integer would be one. 
Therefore as long as an AB block polymer of PCL and PEG is present it would meet the 
limitation of that claim and would necessarily be able to absorb water as claimed by the 
Applicant. 

Therefore, the rejection is maintained. 

Terminal Disclaimer/Double Patenting 

The terminal disclaimer filed on February 8 2008 disclaiming the terminal portion 
of any patent granted on this application which would extend beyond the expiration date 
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of 7229471 has been reviewed and is accepted. The terminal disclaimer has been 
recorded. 

Therefore, the rejection of claims 1-11, 13-24, and 26 on the grounds of 
nonstatutory obviousness-type double patenting over claims 1-20 of US Patent No. 
7229471 is withdrawn in light of the filing and approval of the terminal disclaimer. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ABIGAIL FISHER whose telephone number is (571 )270- 
3502. The examiner can normally be reached on M-Th 9am-6pm EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Abigail Fisher 
Examiner 
Art Unit 1616 

AF 



/Johann R. Richter/ 

Supervisory Patent Examiner, Art Unit 1616 



